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I' his >nimniai v ci I 1(I0(k,) s afetv and e feet i ye ties s in foim roaon is beijoe stibritLed iii aecorda lice
with the recuirements of SML)A I 990 awld 2 1 (T 1 807.07,

''Tm asiti~e § 0(k anihe :s 7_-_~ ' 1 applicant leave blank)

Pre market No ti ficati on 151 0(k) I Sunima rY

l(a)(1 )l. Thle summuary contains on the first page. preferably on your letterhead paper, the
submnitter's naeadrspoern a ubrnae of contact person, and date the
suminary was prepared

Submitter's name :SHIJIAZI-IWANG WONDER PLASTIIC CO.,LTD

Subittnlier's address :NO.6 TONGDA ROAD, JINZHOUJ CITY, H-EBEI (452260

Phione number (86) 311-4320507

Fax number (86) 3 11-4320507

Name of contact person: Ms. Waite Jiawei

Date the summary was prepared]: 26 Apr il 2005

j(a)(2)1. The name of tie device, includin~g the trade or Iproprietary name if aIpphicable. thre
common or usual name. and the classification n uamie, if knMownV

Device Name Powdered Vinyl Patient Examination Gloves,
While (Non-colored)

Proprietary/Trade name: Powdered Vinyl Patient Examination (Gloves
Otherce cliets privaite labeling

Commona N ame: Patien C]Iexaminatioo (-lgIove

Classification N amte: Patient examination lv

Device Classification:I

Regulation Number: 21 CER 88(4.6250

Panel: General H-osp italI (S0)

Product Code: 1HZ

substantial equivalence

Class I* powdered vinyl patient examination -loves, wvhite( non-colored) that mneets all of the
reqtllrenients of ASTM standard 1) 5250-00"

Predicate device : FUGUAN (Brand) Powdered Vinyl Patient Exaniination Gloves, Shijiazlhuang,
FLuguan Plastic Products Co., Iltd,. KO032907.

I(a)(4) A descrpino tedvc

Device Description : powdered vinyl Patient examination 5,loves, wvhite( non-colored) that meets
all of the requirrements of ASTM standard 1) 5250-00",



[(a)(5) I I he _su ...atrv describles the _lnt ciw(i(e use of the device

Devicec intended Use: new fv vies [j I I 51 ( ii[2iVt i I As
is it disposaible dev ice intliidtd ktr iileiclial ptlrpo~ses that is <arlis 011 flie hxi 1i () Il(e
to prevenit Conltamiination between~1 patienit aind eXailsiliere.

J (a )(6)1I A stummarn' of the tech nologi cal chia racteris tics of new (levice CoImp)are(I to tile
predicate device.

The powdered vinyl patient exanmintion gloves, wYh i le (nn.o 1)lA ed) no01 sterilte are
SLinuniarized with the Foll0owing~ techn ological clharacteristics comipared to ASYFM or a iiivalent
standard.

haracteristics Standlard __DeVic] rorac
Dimlension ______ ASTM standlard D t5250-0 MeetsPysical Proper tiesc __ AT tnadF 525000 . Met
Freedomn from pinholes ___2 Y 020 Met

Powder Amount A standard D 5250-00W Meets _

__________________<1 On w/"dm 2

B ioconlpatabilIity Il rinary Skin Irri itation in ['asses
rabbits

Not a Priniary Skill Iritation
ienim]a sensitization in thle Passes

____ ___________ -~'llnc pig Not a Der mal sensitization

1(b)(011 A brief d iscusso n of tufonlni- submuitted. reference, or relied on in the
iprenlarket notification submission for a determination of substantial e lance.

Powdered vinyl patio or examination gloves white( non-colored) li~ect req iirmeo nts pei AS] MX
D525 0_00c 4, per AS EM D6 124-01, per 21 CPER 800.20 and IS010993-10.

[(b)(2)J A brief discussion of th c ~licl submitted, reference, or relied on in rthe prenmarket
notification stibmission for a-i enintoi f substantialeuiaec

Clinical data is not needed for gloves or otr most devices cleared by, tile 510(k) process.

I (b)(3) j The concluio usdraw from t..e oci Ica sand cliiiical tests that demo nstrate thatthe device is as safe.as effective,a d promda well or better than the ,legally marketed
device idenifidin()4

It canl be con1cIlded that the Powdered Vinyl Patio lt EN ammia tion Gloves, Wh ite( non-colismed)
mreet thc AsFm standard or equivalent standard and FDA requiremlenis for watorleak test onl
pinhole AQL, maeet labeling, claimis



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
AUG 1 6 2005 9200 Corporate Boulevard

Rockville MD 20850

Shijiazhuang Wonder Plastic Company, Incorporated
C/O Chu Xiaoan
Rm 1606 Bldg. 1. Jianxiangyuan
No. 209 Bei Si Huan Zhong Rd.
Haidian District Beijing
CHINA 100083

Re: K051923
Trade/Device Name: Powdered Vinyl Patient Examination Gloves White (Non-Colored)
Regulation Number: 21 CFR 880.6250
Regulation Name: Patient Examination Glove
Regulatory Class: I
Product Code: LYZ
Dated: June 26, 2005
Received: July 15, 2005

Dear Mr. Xiaoan:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class I1 (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.



Page 2 - Mr. Xiaoan

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



3.0 Indicationis fimr- I se Statement: lnclude the flolowing or equivalent Indications lor I Iq,

page. The info1niti/iona, dakta anld ianelmg ckdis i tile entire 510(k) submission must support
and aurl tc with the[ lld]cItcli th ni I s •tat:Injet.

INDICATIONS F:Ok USI-

Applicant: S-I filAZl ILANG WONDER _PLASTf ' CO., L'I'D

510(k) Number (i fknown)- *-S& 3 '

Device Name: Powdered Vinyl Patient Examination Gloves. White(Non-colored)

Indications For Use:

Powdered vinyl patient examination glove, is a disposable device intended for medical
puL])oses that is worn on the examiner's hand or finger to prevent contamination between

patient and examiner.

Prescription Use __ AND/OR Over-The-Counter Use X(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Ison Si gn-Off)
Division of Anesthesiology, General Hospital,
Infection Control, DPtal Devices

510() Number: 6 7W


